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WARNING LETTER
July 30, 2001
Claude Vidal WL-69-01
President ,
VIR Engineering, Inc.
5580 Calle Real
Santa Barbara, CA 93111

Dear Mr. Vidal:

During an inspection of your firm located in Santa Barbara, California, on July 2 to 5,
2001, our investigator determined that your firm manufactures disposable scalpel blade
removers and containers, commonly known as sharp containers. Disposable scalpel
blade removers are devices as defined by Section 201(h) of the Federal Food, Drug, and
Cosmetic Act (the Act).

Our inspection disclosed that these devices are adulterated within the meaning of Section
501(h) of the Act, in that the methods used in, or the facilities or controls used for
manufacturing, packing, and storage are not in conformance with the Good
Manufacturing Practice (GMP) requirements for the Quality System Regulation, as

specified in Title 21, Code of Federal Regulations (CFR), Part 820, as follows:

1. Failure of management with executive responsibility to appoint and document a
member of management as management representative with the authority over and
responsibility for ensuring that quality system requirements are effectively established
and maintained [21 CFR 820.20(b)(3)]. Specificially, our investigation determined
that one individual has responsibility for all manufacturing and quality assurance
activities and these duties have not been formally defined.

2. Failure to control quality audit procedures and to conduct quality audits to assure
that the quality system is in compliance with established quality system requirements
[21 CFR 820.22]. Specificially, no intermal quality audits have been conducted since
12/2/1996.

‘3. Failure to implement and control procedures for management reviews to ensure
““that the quality system satisfies the requirements of the Quality System Regulation

and the quality pollcy and objectives of the firm [21 CFR 820.20(c)]. Specificially, no
management reviews have been conducted.
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If you have any questions relating to this letter please contact Senior Compliance Officer,
Dannie E. Rowland at (949) 798-7649.

Please submit your response to:

Thomas L. Sawyer

Director, Compliance Branch

Food and Drug Administration

19900 MacArthur Boulevard, Suite 300
Irvine, CA 92612-2445

Sincerely,

s f /s
Alonza E. C
District Direct
Los Angeles District Office

Cc: State Department of Public Health
Environmental Health Services
Attn: Chief, Food and Drug Branch
601 North 7" Street, MS-35
Sacramento, CA 94234-7320



